
Fulcrum Inc. 
23 Carol Street 
Clifton, NJ 07014 
973-473-6900 

Jane A. Axelrod 12/7/04 
Associate Director of Policy 
Center for Drug Evaluation and Research 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, Maryland 20657-0001 

Re: Docket No. 2003P-053-l 

Dear Ms. Axelrod, 

I am writing to inquire about the current status of our petition and to provide the FDA with 
some current information which is pertinent to the petition. 

The 2004 edition of Handbook 44, published by NIST, which sets forth the 
Specifications, Tolerances, and other Technical Requirements for Weighing and Measuring 
Devices has made legal the technique of estimating the count of pills in filling a prescription in a 
pharmacy. This exception to the total ban on estimating count by weight in commerce was 
allowed on the basis that pill weights have tight Pill Weight tolerances which are controlled by 
the FDA. In fact, the Dosage Weight (equals weight of the active ingredient) is held to tight 
tokrances (as they should be), white the Pill Weight (equals dosage weight plus excipients 
weight) is held to loose tolerances in order that the Dosage Weight may be tightly controlled 
within a given batch of pills. The Pill Weight is usually much larger than the Dosage weight and 
far less controlled (see U.S. Pharmacopeia, Chapter- Uniformity of Dosage Units (Section 905, 
USP 24-NF 19 Supplement, July 1,2000, pages 2094 to 2096) 

These loose Pill Weight tolerances can lead to serious counting errors when a scale is 
used to count the pills on the basis of an average pill weight (stored in memory) and based upon 
the weight of pills from the same or another production lot. 

The NTEP has issued Certificates of Conformance for several scales (see the enclosed 
sample). Scales are now being marketed and sold for use in pharmacies. 

We believe that counting pills by weight is inaccurate, and that the FDA, which oversees 
and regulates the manufacturing of these pills, has, and can provide, the necessary information 
to allow the NtST and National Conference on Weights and Measures (NCWM) to reach an 
informed decision on this matter. 

Yours truly, 

emes Q. Malay, Pr 
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N&d Type Evdwtion Program 
Ceri@cate of Confonnanee 

for Wtighing and Measuring Devices 

a,-at.td +: (SeeTableonPag52) 
Platfbrm: See Tattle on Page 2 

I 
AccuracyClass: Ii 

I 

Submitted by: 
AmEngineering 
IS5 uccandless Ixive 
Mil@as,CA 95035 
Tek (408) W-5333 
Fax: (45s) 263-0119 
Contact Jesuszlrpii 

Standard Features snd Optitms 

DennisE.zzhtkt 
CfwiiNati~Typ8EvtdoationprOgramCortnniU8e 

?.ssoedata August12,2004 
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A&D Engineering 
Bench Scale, Top Loading Balance, Prescription Balasce 

Model: GF-P Series 

&lDBCaaOn: Ckmd QurpoSe R&J bdit@ balance, QXWC@GOII w&hiug and counting. Counting feature for 
prescription filling. 

Identification: The xmmfbc~er’s identifkatioo, model number, and serial number are on a pressure sensitive, 
self-ive label located on the right side of the scale. 

~devicecanbesealedbythRsdin6aawiresecuritysealthrouefitheRS-232serialinterfaceplatesad Sealine 
scale housing, A switch iocated on the RS-232 serial interface printed circuit board allows accws to calibration and 
conf.igmationmode. 

Test CondMous: A GF-300 and GF-3000 were submitted for evaluation. The emphasis of the evahwioo was on 
device de&o and performance for preswiption oounting. With the exception that the sofhvare has been updated to 
do QPSOliQti0t-1 weighing there is no differences iu these devices than the ones stated in catificate of&&brmance 
NumberM-005.E8chscalewastestedtovffifyparformanceandaccuracyforthe~ti~criteria ‘I%eA&D 
Model GF-3ODP C 3OOOP, Class II pmcription scales were evaluated us& &e a&hoc pmcedm for the countkg 
feaaue that was developed by the NTJZP E&s for the Counting I’%.aton? for Pwscription Ebbing. 

This certifieatc is desiiated as ‘provisional” because of the ad-hoc prccedurc used for t&e evaluation. When the 
pmcedufe is finalized and incorporated into Publkation 14. the provisional certi&xte will be upgraded to a M 
NTEP-te. 

Evaluated BW Todd Lucas (OH) 

Tvuc EvaIuation Criteria Used; MST Handbook 44,2004 Edit@ NCWM Publication 14,2004 Edition 
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SrrbmitW Itry: 
Mckason AI% 
700 Waterfwmt L?rive 
Pitas PA I5222 
Tel: 412-209-4098 
Fax: 412-209-3930 
chltbla Brian christapher 

Staadard Features and Options 

Automatic Zeav setting medmnism(AZSM) 
Initial zero setting me&anistn (Iz!Bq 
On/Of% Itt-sZero (SAZSM) 
Rs-23zconncctor 

Pushbuttontare 
R.JJbe& button 
Gross / Net dispiay 

Universal BU 2010 & AccuComt - The SC& will be markd “For Mwxiption Weighl@ t CountinJg w 
Universal BU 2010 & Accdhunt - The scale wiil be marked “Min PC Wt = 0.03g” L ‘Min !$a&e = 20 PCS” 

This device was evahated under the National Type Evaluatkm FVogram (STEP) and was found to comply with the applicable technical 
requimmts of Handbook 44, “Specifica!im, Tolerances, and 0th~ Tedmical Ite@rcmm for Wcij$& and t4emx& Devices. 
Evaluatiott results and device cbaractcdstics~ forinspection and use in commefceareondlefoll~psges. 

t, 

DeinnisE.Ehrhart 
Clushm, NCWM, Ino. 

*, , ._ ,%% 
Ross J. Amlessen 

Chaii National Type Evaluation Program Committee 
Issued Date: February 17,2004 

Nets The National Conference on Weights and Measwts does not “appmvc”. “mcommcnd”. or “endorse” any pmprietay pmduct or tnathd, either as a 
single item er as e cless or group. Resolts shall not be used in advettising or sates promotion C indicate explicit or implicit end or5meotorthepmductor 
material by the. NCWM. 
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McKesson APS 
Bench Scale 

Models: Universal 2000, Univemi BU 2018 & AccaCorrnt 

Ao~iicasion: For prescription weighing aad count& on& Counting Featwe for Pm&@im f3&g: ‘l%e & Um 
2OOOwillnothavealegelfortmdecountingfeeture. ThemodelAccuCountwlllhavetbeiegalfor~couatingfesRPe 
for prescription filhug ordy. 
trade counting feshue. 

The model BU 2010 will need to be retro&ted with updated &tware to httve the iegei for 
When the BU 2010 is retrof&d, the makings will be updated to indicete that the settle has the 

legal for trade counting featute. 

Identifhtio~: Universal 2000, Universrd BU 2010 & AcxuCouut =; The Man- name, model number, cqdty by 
division, && and when appIicable minimum piece weight and minimum sample size appears on the front of tbe scale 
djaccnt to the weight display a white paper badge that repeats the word “VOID” when removed. The other required 
markmgssgpearonapaperbtufgeontherigbtsideofthescale. The BU 2010 up-d&e merkings (if appliceble) 
Yresciiptiou Weighing and Counting Only*, minimum piece weight and minimum sample size will be marked on the fi-ont 
near the weight display on a white paper bruige that repeets the word “VOID” when removed The restricted ttxupemture 
range is alfm stated in the operator’s menual. 

The IuXtom screw covers Sea- Uuiversal2ooo; On the right side of the scale near the fi-ont are two d&xi head screws. 
a hole, which allows access to the calibration end conf&umtion push button. Passing a wire seai through the two drilled 
screw-heads seals the scale. 

BU 2010 t Acatcount”; Located on the back of the device, two seali methods em possible (or a combination ofusing 
both method& (I) Two drilled he&i screws, one that secuuzs the top and bottom sections of the device end theother driIled 
screw that when insert4 into the hole (locatea just below the screw that secures the top and bottom pieces} wit1 not &low 
acces5 to the celibmticm button. 
(2)Witaascrewalreadyinsatedintothecalibratianhofe,anat,taperedheadscrewwi~alongshaft~wouldextend 
downpastthec~r~onaccessscrew,thusnotailowinghtobe~~out, Thisflat,taperedscrewwhen@lyinser&d 
can be sealed with a paper seal covering the head of the screw and onto the metal sides surrounding it. 

Tea ConditionS: This certificate supersedes Certificate of Conformence Number %11&Q and is issued to add tbe 
Counting Feature tbr Prexxiption Filling and to &age the mane of the man&&mm. One li4t-K~ Model AccuCount 
scale wes submitted for evahtation with the 3.0 version software enabling the Cou&ng Feature fat Prescription Fihiug. 
Several increasing/dccmasiig load tests were peAormed to insure the scale was calihmtad c-o- end to determine that the 
scalestilopemtedinthesamemanneraswhenitwasmeviousiyevaluated. ThecountingFe&umwaseveluatedusingthe 
ad-hoc pnx&ure that was developed by the STEP Labs far the Counting Feature for Prescription Fillii. Previous test 
coni.iitions are Wed below a5 reference. 

This certificate is designated 88 ~vision8Y because of the ad-hoc pmcedum used for the ev&uUion. When the procedure 
is finalii and incorpomted into Pubticatiou 14, the provisional certirlcste will be upgraded t6 a fblI NTEP ee&f&e. 

$m-iilicate of Conformance Number 9$-&t&&& I’bis Certificate Supp,nede Cmtifiate of Conibnuauce Number 96 
I 16Al and is issued to correct information in the Stand& Features and Options Box. No additiantd evaluation wes required 
Previous test condition5 arc listed below as reference. 

Certificate of Cenhrrmance Nrmbcr 96416Al* This certificate supersedes eertificsukc Natnber !&lb3 and is issued to 
add the BakerlASS model BU 2010. A Baker/A& model BU 2014 620 x 0.01 gram Clrtss X s&e was submitted for the 
evaluation. The emphasis of the ev&ation wtts on device design, operation, marking requbements and compbance with 
etdommmti factor requirements. SevenI iageasialb / decreesing load and shift tests were performed. The scale wes 
tested with 100 VAC and 130 VAC power suppiies. Tests were amducted OVQ‘ a mnge of &&xatme @om lo” to 30°C (SO 
to 86OF). A load of approximately l/2 cap&y was applied to the scale 100 055 times. The scale was tested periodi- 
over this time. The results of the e&ration indicate the device is capable of meeting the appliile requirements of MST 
Handbook44. 
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McKesson APS 
Benca scale 

Models: Universal 2000, Universal BU 2010 & AccuCoart 

Test Conditions Continned: 

Certifkate of Conformance Number !&-116: A 310 x 0.01 gmm scale wts submitted for evaluation. The ernpbasii of the 
evaluation was on device design, operation, marking requirements and compliance with environmenta ihtor requirements. 
Several increasing / decreasing loahnd shift tests were performed. The scale was tested with 100 VAC and 130 VAC 
power supplies. Testa were conducted over a range of temperaDure from IO to 3oOC (50 to S@F). A load of approximately 
l/2 capacity was applied to the scale 100 720 times. The scale was tested puiodically over this time. 

‘Ibe resobs of the evaluations and inf~on provided by the e indicate the devhs comply with applicable 
Ixz!@ements. 

Tvue EvaIuation Critcris Used; NIST Handbook 44, 2000 EZditio~ NIST Handbook 44,2004 Edition 96lf6A3P; 
NCWM Publication 14,2#3 Edition 

Tested gy, A. McCoy, (OH), W. Weat (OH) 96-f 16; T. Lucas (OH-) 96116Al& %-t 16A3 

Information Reviewed Bv: S. Patom (NCWM), L. Bemeticb (NCWM) 96-I 16A2,96-116A3P 


